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METHODS

. Pyridostigmine bromide 30r;ngy tabiats will be"assaye‘d in
triplicate at five time points and four temperature and humidity

conditions (0, 3, 4, 5, and 6 months).
Storage definitions:
» |deal storage conditions are defined as controlled room temperature

per the United States Pharmacopeia <659>, Packaging and Storage
Requirements.*

» Real-life storage conditions are defined based on the International
Council for Harmonisation’s (ICH) Quality Guidance, which the FDA
recognizes as the governing document for drug stability testing
requirements and procedures in the United States.

To guide the member states on long-term drug stability testing
conditions, the ICH uses the World Health Organization’s
definition of climatic zones.5 Based on the guidance, four
storage conditions were identified as optimal to simulate four
climatic zones and one accelerated study storage condition
(Table 1).

Samples will be analyzed in triplicate using two methods: high-
performance liquid chromatography to determine the content of
the drug substance in the tablets (assay) and mass
spectrometry to assess degradation by-products
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